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or any other final petition, the present 
petition may incorporate it by specific 
reference to the earlier petition. 

(h) The petition shall include a state-
ment signed by the person responsible 
for the petition that, to the best of his/ 
her knowledge, it is a representative 
and balanced submission that includes 
unfavorable information as well as fa-
vorable information, known to him/her 
to be pertinent to the evaluation of the 
proposed health claim. 

(i) The petition shall be signed by the 
petitioner or by his/her attorney or 
agent, or (if a corporation) by an au-
thorized official. 

(j) Agency action on the petition. (1) 
Within 15 days of receipt of the peti-
tion, the petitioner will be notified by 
letter of the date on which the petition 
was received. Such notice will inform 
the petitioner that the petition is un-
dergoing agency review and that the 
petitioner will subsequently be notified 
of the agency’s decision to file for com-
prehensive review or deny the petition. 

(2) Within 100 days of the date of re-
ceipt of the petition, FDA will notify 
the petitioner by letter that the peti-
tion has either been filed for com-
prehensive review or denied. The agen-
cy will deny a petition without review-
ing the information contained in ‘‘B. 
Summary of Scientific Data’’ if the in-
formation in ‘‘A. Preliminary Require-
ments’’ is inadequate in explaining how 
the substance conforms to the require-
ments of § 101.14(b). If the petition is 
denied, the notification will state the 
reasons therefor, including justifica-
tion of the rejection of any report from 
an authoritative scientific body of the 
U.S. Government. If filed, the date of 
the notification letter becomes the 
date of filing for the purposes of this 
regulation. If FDA does not act within 
such 100 days, the petition shall be 
deemed to be denied unless an exten-
sion is mutually agreed upon by FDA 
and the petitioner. A petition that has 
been denied, or has been deemed to be 
denied, without filing will not be made 
available to the public. A filed petition 
will be available to the public to the 
extent provided under paragraph (e) of 
this section. 

(3) Within 90 days of the date of fil-
ing, FDA will by letter of notification 
to the petitioner: 

(i) Deny the petition, or 
(ii) Inform the petitioner that a pro-

posed regulation to provide for the re-
quested use of the health claim will be 
published in the FEDERAL REGISTER. If 
the petition is denied, the notification 
will state the reasons therefor, includ-
ing justification for the rejection of 
any report from an authoritative sci-
entific body of the U.S. Government. 
FDA will publish the proposal to 
amend the regulations to provide for 
the requested use of the health claim 
in the FEDERAL REGISTER within 90 
days of the date of filing. The proposal 
will also announce the availability of 
the petition for public review. 

(iii) If FDA does not act within 90 
days of the date of filing, the petition 
shall be deemed to be denied unless an 
extension is mutually agreed upon by 
FDA and the petitioner. 

(4)(i) Within 270 of the date of publi-
cation of the proposal, FDA will pub-
lish a final rule that either authorizes 
use of the health claim or explains why 
the agency has decided not to author-
ize one. 

(ii) For cause, FDA may extend, no 
more than twice, the period in which it 
will publish a final rule; each such ex-
tension will be for no more than 90 
days. FDA will publish a notice of each 
extension in the FEDERAL REGISTER. 
The document will state the basis for 
the extension, the length of the exten-
sion, and the date by which the final 
rule will be published, which date shall 
be within 540 days of the date of receipt 
of the petition. 

[58 FR 2534, Jan. 6, 1993; 58 FR 17097, Apr. 1, 
1993, as amended at 59 FR 425, Jan. 4, 1994; 62 
FR 28232, May 22, 1997; 62 FR 40599, July 29, 
1997; 63 FR 26719, May 14, 1998; 63 FR 40024, 
July 27, 1998; 66 FR 56035, Nov. 6, 2001] 

§ 101.71 Health claims: claims not au-
thorized. 

Health claims not authorized for 
foods in conventional food form or for 
dietary supplements of vitamins, min-
erals, herbs, or other similar sub-
stances: 

(a) Dietary fiber and cardiovascular 
disease. 
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(b) Zinc and immune function in the 
elderly. 

[58 FR 2534, Jan. 6, 1993, as amended at 58 FR 
2548, 2578, 2620, 2639, 2664, 2714, Jan. 6, 1993; 58 
FR 17100, Apr. 1, 1993; 59 FR 437, Jan. 4, 1994; 
65 FR 58918, Oct. 3, 2000] 

§ 101.72 Health claims: calcium, vita-
min D, and osteoporosis. 

(a) Relationship between calcium, vita-
min D, and osteoporosis. An inadequate 
intake of calcium or calcium and vita-
min D contributes to low peak bone 
mass, which has been identified as one 
of many risk factors in the develop-
ment of osteoporosis. Peak bone mass 
is the total quantity of bone present at 
maturity, and experts believe that it 
has the greatest bearing on whether a 
person will be at risk of developing 
osteoporosis and related bone fractures 
later in life. Another factor that influ-
ences total bone mass and suscepti-
bility to osteoporosis is the rate of 
bone loss after skeletal maturity. Vita-
min D is required for normal absorp-
tion of calcium and to prevent the oc-
currence of high serum parathyroid 
hormone (PTH) concentration, which 
stimulates mobilization of calcium 
from the skeleton and can lower bone 
mass. Calcium, along with vitamin D 
and several other nutrients, is required 
for normal bone mineralization. While 
vitamin D is required for optimal bone 
mineralization, it is more effective 
when calcium intake is adequate. An 
adequate intake of calcium and vita-
min D is thought to exert a positive ef-
fect during adolescence and early 
adulthood in optimizing the amount of 
bone that is laid down. However, the 
upper limit of peak bone mass is ge-
netically determined. The mechanism 
through which adequate intakes of cal-
cium and vitamin D and optimal peak 
bone mass reduce the risk of 
osteoporosis is thought to be as fol-
lows. All persons lose bone with age. 
Hence, those with higher bone mass at 
maturity take longer to reach the 
critically reduced mass at which bones 
can fracture easily. The rate of bone 
loss after skeletal maturity also influ-
ences the amount of bone present at 
old age and can influence an individ-
ual’s risk of developing osteoporosis. 
Maintenance of adequate intakes of 
calcium and vitamin D later in life is 

thought to be important in reducing 
the rate of bone loss particularly in the 
elderly and in women during the first 
decade following menopause, but a sig-
nificant protective effect is also seen 
among men and younger women. 

(b) Significance of calcium or calcium 
and vitamin D. Adequate calcium in-
take, or adequate calcium and vitamin 
D intake, is not the only recognized 
risk factor in the development of 
osteoporosis, which is a multifactorial 
bone disease. Maintenance of adequate 
calcium and vitamin D intakes 
throughout life is necessary to achieve 
optimal peak bone mass and to reduce 
the risk of osteoporosis in later life. 
However, vitamin D is most effective 
in this regard when calcium intake is 
adequate. Increasing intake of calcium 
has been shown to have beneficial ef-
fects on bone health independent of di-
etary vitamin D. 

(c) Requirements. (1) All requirements 
set forth in § 101.14 shall be met. 

(2) Specific requirements—(i) Nature of 
the claim. A health claim associating 
calcium or, when appropriate, calcium 
and vitamin D with a reduced risk of 
osteoporosis may be made on the label 
or labeling of a food described in para-
graphs (c)(2)(ii) and (d)(1) of this sec-
tion, provided that: 

(A) The claim makes clear the impor-
tance of adequate calcium intake, or 
when appropriate, adequate calcium 
and vitamin D intake, throughout life, 
in a healthful diet, are essential to re-
duce osteoporosis risk. The claim does 
not imply that adequate calcium in-
take, or when appropriate, adequate 
calcium and vitamin D intake, is the 
only recognized risk factor for the de-
velopment of osteoporosis; 

(B) The claim does not attribute any 
degree of reduction in risk of 
osteoporosis to maintaining an ade-
quate dietary calcium intake, or when 
appropriate, an adequate dietary cal-
cium and vitamin D intake, through-
out life. 

(ii) Nature of the food. (A) The food 
shall meet or exceed the requirements 
for a ‘‘high’’ level of calcium as defined 
in § 101.54(b); 

(B) The calcium content of the prod-
uct shall be assimilable; 

(C) Dietary supplements shall meet 
the United States Pharmacopeia (USP) 
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